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Bl LL LOCKYER
Attorney Ceneral of the State of
California
TOM GREENE
Chi ef Assistant Attorney Ceneral
KATHLEEN E. FOOTE
Seni or Assistant Attorney General
ANN MARI E MARCI ARI LLE
Deputy Attorney Ceneral
State Bar No. 179041
300 South Spring Street
Los Angel es, CA 90013
Tel ephone: (510) 622-2221
Fax: (510) 622-2272
Attorneys for State of California

IN THE UNI TED STATES DI STRI CT COURT
FOR THE CENTRAL DI STRI CT OF CALI FORNI A

Al DS HEALTHCARE FOUNDATI ON, a CV 03-2792 TJH
California Non-Profit
Cor por ati on, BRI EF OF AM CUS CURI AE

STATE OF CALI FORNIA I N
Plaintiff, | SUPPORT OF Al DS HEALTHCARE
FOUNDATI ON' S OPPCSI TION TO

V. GLAXOSM THKLI NE' S MOTI ON
FOR PARTI AL SUMVARY
JUDGVENT
GLAXOSM THKLI NE PLC, etc., et
al ., JUDGE TERRY J. HATTER
Def endant .

| NTEREST OF AM CUS CURI AE STATE OF CALI FORNI A

The State of California places a high value on the
preservation of open and conpetitive markets for prescription
dr ugs. The Attorney GCeneral serves as a representative of the
public interest, defending the interests of consuners in a variety
of contexts, and is responsible to the public for the enforcenent
of antitrust law. This position of special public trust inposes
upon the Attorney General a unique duty to represent the public
interest in cases where the resolution of a | egal dispute between

private parties has inportant inplications for the nmarketpl ace and
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threatens serious harm to open conpetition and the benefits it
provi des to consuners. This special public trust enconpasses a
duty to represent the public interest for all of Californias

citizens, including the estimated 50,000 Californians living with

Al DS.

The Attorney Ceneral has a particularly conpelling interest
in this matter because resolution of the issues presented wll
af fect numerous controversies of public inportance. The inpact

of this decision my be w de-ranging. Fair conpetition |aw and
patent |aw, in proper balance, both foster innovation. Fair
conpetition | aw and patent |aw out of bal ance may have the
perverse effect of thwarting conpetition

This case arises out of the events surrounding the
devel opnment, patenting, and comrercial production of zidovudine
("AZT") fromthe 1960's to the present. The parties, a non-
profit AIDS service and advocacy organi zation (the Al DS
Heal t hcare Foundation or "AHF") and a large nulti-national
pharmaceuti cal conpany (G axoSmithKline plc or "d axo"), both
agree that it is the conduct - and the antitrust and patent
i nplications of that conduct—of enployees of Burroughs-Wl cone
Conmpany (d axo’s predecessor at interest) before the United
States Patent and Trademark O fice ("the PTO') and the Food and
Drug Adm nistration ("FDA") that is the focus of this notion for
partial summary judgnent.

G axo maintains that an antitrust claimbased on the
procurenent of patents cannot go forward wi thout a genuine issue
of material fact as to fraud, that there is none, and that

partial summary judgnment should be granted. AHF asserts that the
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standard for sumrary judgnment has not been net and that there are
i nportant disputed material facts. The State of California
submts that much of the nom nal dispute over material facts is,
in fact, a dispute over the legal significance of materi al
om ssions before the PTO

The Attorney General of California submts this am cus
brief to support the proposition that material om ssions from
information submtted to the PTO and in suppl ementary subm ssions
to the Food and Drug Administration’ s Orange Book ("the Orange
Book") may give rise to crucial elenments of an antitrust claim
The material om ssions at issue in this notion for parti al
summary judgnent are the lynchpins to a powerful antitrust claim
The factual dispute over the characterization of these materi al
om ssions - as intentional, grossly negligent, inadvertent error,
or honest mstake -- is not appropriately resolved by a sumary
j udgnment noti on.

QUESTI ON PRESENTED

Shoul d this Court grant partial summary judgnent on the
i ssue of AZT patent validity when the validity determ nation
turns on factual issues surrounding the nature and content of
material om ssions frominformation submtted to the PTO and
suppl enentary subm ssions to the Orange Book

ARGUMENT

Material om ssions frominformation submtted to the PTO and
the FDA's Orange Book may give rise to crucial elenents of an
antitrust claimbrought to correct an allegedly anti-conpetitive
mar ket effect resulting fromthe use of a fraudul ently obtai ned

patent to influence the marketpl ace.

- 3-
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Both parties to this litigation advance readi ngs of \Wal ker
Process Equi pment, Inc. v. Food Machinery & Chem cal Corp., 382
U S 172 (1965) ("Wal ker Process"). Walker Process represents an
exception to the general imunity fromantitrust prosecution a
pat ent hol der enjoys and is invoked here by AHF. The exenption
devel oped out of the recognition that the integrity of the patent
syst em depends upon the candor of the patent applicant.

Al though "[t]he patent fraud proscribed by Wal ker is
extrenely circunscribed”, Argus Chem Corp. v. Fibre d ass-
Evercoat Co., 812F.2d 1381 (Fed.Ci r.1987), the Federal Circuit
has reiterated that a patentee nmay be denied its exenption from
the antitrust laws if the patentee obtained the patent by
know ngly and willfully m srepresenting material facts.

Nobel pharma AB v. |nplant Innovations, Inc., 141 F. 3d 1059,
1068-69 (Fed. Cir. 1998).

A valid Wal ker Process fraud claimrequires proof that the
patentee acted intentionally to deceive the governnent and that
t he patent under dispute would not have been issued but for the
patentee’s fraud. 1 Herbert Hovenkanp et al., Intellectual
Property and Antitrust 8 11.2, at 11-7 at 11-7 (2003). "[T]he
gravanmen of a Wl ker Process claimis not punishnent for
m srepresentation, but an action to correct an anticonpetitive
mar ket effect resulting fromthe use of the patent to influence
the marketplace.” 1 Herbert Hovenkanp et al., Intellectual
Property and Antitrust § 11.2, at 11-10.1 (2003).

A Wl ker Process fraud claim in part, takes the materi al
om ssions nmade in the relative obscurity of the patent

prosecution process and exposes themto the light of day as it

-4-
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tests possible anti-conpetitive market effects resulting from
those material om ssions. The State of California, infrequently
a party to patent prosecutions, has a particul ar concern that
such material om ssions be afforded the nost searching of factua
scrutiny when evaluating a Wal ker Process fraud claim It is
preci sely because the patent application and prosecuti on process
has historically been so inpenetrableY that a Wal ker Process
claimis not ripe for partial sunmary judgnent.

Because the public interest in fair and open conpetition in
pharmaceutical markets is so inportant, an antitrust claimthat
chal  enges the very integrity of AZT s patent acquisition as
wel |l as the integrity of the market for  axo-patented AZT itself
is al so very inportant. As the PTO explicitly does not
i nvestigate duty of disclosure issues and does not reject
applications on that basis, there is a great public interest in a
t horough factual exposition of antitrust clains based on
al | egati ons of these kinds of material om ssions. See United
St at es Patent and Trademark O fice, Manual of Patent Exam ning
Procedure § 2001.06 (8" ed. 2001), avail able at
htt p: // ww. uspt 0. gov/ web/ of fi ces/ pac/ npep/ npep. ht m

CONCLUSI ON

The State of California recognizes the public policy
determ nations that underly the need for finality in the issuance

of a patent. A patent, once granted, enjoys a |egal presunption

'See Federal Trade Conm ssion, "To Pronote |Innovation: The Proper
Bal ance of Conpetition and Patent Law and Policy" (2003) at 7 ,
available at http://ww.ftc.gov . ("Until recently, third parties
could only bring certain relevant docunents to the attention of,
and, in limted circunstances, file a witten protest with, an
exam ner or to request the PTO Director to reexamne a patent.")
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of validity. This is coupled with a high standard of proof for
t hose who seek to challenge the validity of a patent. This
conbi nati on of a favorable presunption and a hi gh standard of

proof nore than protect G axo from unproductive litigation going

forward. The public interest in striking the appropriate bal ance
bet ween pronoting innovation and pronoting fair conpetition can
best be vindicated here by denying 3 axo’s notion for parti al
summary j udgnent .
Dat ed: February 11, 2004

Respectful 'y subm tted,

Bl LL LOCKYER

Attorney Ceneral of the State of California

TOM GREENE

Chi ef Assistant Attorney Ceneral

KATHLEEN E. FOOTE
Seni or Assistant Attorney GCeneral

ANN MARI E MARCI ARI LLE
Deputy Attorney Ceneral

Attorneys for State of California






